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Current Statistics Enrollment

TotalNumber of Laboratories

TotalNon-Exempt

Compliance
Accredited

Walived
Provider Performed Microscopy

Exempt
NY
WA

CMSdata base 6/2017

257,263

248,405

18,082
16,248
180,831
33,244

8,858
4,807
4,051



Certificate of Accreditation Laboratories




Top 10 Deficiencies

Condition Level Deficiencies Overall Deficiencies

Moderate Complexity Lab Director Proper storage of reagents and specimens

qualifications Analytic Systems Quality Assurance

Successful Proficiency Testing Participation Ty

High Complexity Lab Director qualifications
Alternative PT 1f no PT available

Analytic Systems

= - Test reports — patient ID
Proficiency Testing enrollment

: : Competency
Moderate Complexity Technical Consultant

Moderate Complexity Testing Personnel Manufacturer’s instructions

: Expired reagents
HematologyQuality Systems

Maintenance and function checks

High Complexity Testing Personnel

. - : : Calibration verification
High Complexity-TechnicalSupervisor

gualifications




Top Waived Deficiencies

Deficiency 2012 2013 2014 2015 2016

Not performing QCequired by 17% 16% 13% 15% 13.5%
Manufacturer

Do not have current package 10% 9% 7% 8.5% 7.5%
insert

Not using correcéxpiration date 9% 8% 7% 8% 8.4%
for storage method

Not reporting test results per 500 5% 5% 5% 3.0%
YI ydzF I O dzZNBE NXQ &

b20 F2f{t26Ay3 5% 4% 4% 6% 6.6%
storage and handling
Instructions




IQCP SURVEY FINDINGQ&L6



IQCP Survey Findings*
(*Surveys from 1/1/16¢ 12/31/16)

Laboratoriesurveyed 9241 -
Labsimplementing IQCP

Labs with IQCP Citations
Percent of labs implementi 20%
IQCP with IQCéttations




IQCPSurvey Findings

IQCP Citation Category,

Number of Labs Cited

Reduced)C w/o IQCP

69

Risk Assessment Citatio

64

Quality Control Plan
Citations

43

QualityAssurance
Citations
(inadequate/missing)

24

Lab Director Signature
missing

Total




IQCP Survelindings

RiskAssessment Citation Number of Labs cited

s oo weser o &




IQCP Survelindings

Quality Control Plan (QCP) Citations Number of labs cited

No QCP 16

QCP — no specific number, type or 13
frequency of Controls

QCP not followed

Miscellaneous QCP

QCP less than manufacturer’s instructions




CLIA OUTREACH



CLIA Outreach

The Division of Laboratory Services (DLS)
created the CLIA Outreach Progrgm
Academic (COPA) in the summer of 2016 and
had its formal G&Elive in February of 2017



CLIA OutreachCOPA

DLS began with a pilot program for only local schools
to gauge the interest and acceptance for the
program.

I 11 schools were contacted within 120 miles of
Baltimore.

I 6 schools showed interest in our CLIA 101
presentation

I 5 events were scheduled for Maryland schools.



COPA Target Audience

AAllied health students of 2 to 4 year degree programs
In local or regional universities and community
colleges.

A Associate Degree Medical Laboratory Technician
(MLT) / Clinical Laboratory Technician (CLT

A . | OKSf 2 Nddkdical SaBaxdofy Scientist
(MLS) / Clinical Laboratory Scientist (CLS)



Goals of COPA

A Promote Clinical Laboratory Science as a
career at universities and community college

A Educatestudents of Clinical Laboratory
Science programs about the Clinical
Laboratory Improvement Amendment of 198¢
(CLIA) and how its regulations promote and
ensure high guality test results



Goals of COPA

A Describe how the Centers for Medicare and
Medicaid Services (CMS) work with State
governments and Accreditation Organizations |
monitor the certification and survey of clinical
laboratories in the US and overseas

A Describehe aspects of CLIA for test complexity
certification and testing
requirements/regulations



COPA Presentation Schedulex)17

Academic Program INSITUTION NAME CITY DATE
MLT/CLT Anne Arundel Community College Arnold, MD Mar '17
MLT/CLT Community College of Baltimore County  |Rosedale, MD Sep '17
MLT/CLT Fortis College - Landover Landover, MD Mar '17
MLS/CLS George Washington University Foggy Bottom, DC  |Nov'17
MLT/CLT Howard Community College Columbia, MD Feb '17
MLS/CLS Salisbury University Salisbury, MD Feb '17
MLS/CLS Stevenson University Owings Mills, MD  |sep'17
MLS/CLS Walter Reed National Military Medical Ctr. |Bethesda, MD Apr '17




Evaluations and Feedback

A Evaluations of the program content and

presenters scored HIGH; average 4.8 points ol

of 5.0!
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A In all situationghe schools have asked us to come back!

A Challenge to vary the presentation method form live tolioe
audio-visual options to better reach the effampus students.



COPA Expansion ldeas

A The current program materials are being offered to CMS CLIA
wSIAAZ2Y LIt {GFFF FYRk2NI {0 (S
academic institutions 2017

A In development:design presentations for local high school scien
programs: junior and senior studen2018

A Collaboration with Healthcare Students of America (HOSA), an
organization that focuses on high schools using a state chapter
system across the countr2018

A Given the growth of Point of Care Testing (POCT) expand the
proposed mailing list to offer the COPA to Nursing/Medical schc

-2019



VIRTUAL BASIC TRAINING



CLIA Virtual Basic Training

A All Surveyors (RO and SA) are required to
take the virtual training courses

A New surveyors (those with less than 2
years experience) have 3 months to
complete the training

A Remaining surveyors have up to one year
to complete the training



CLIA Virtual Basic Training Update

AGo live datewas May2017

AMBasic made up of 14 Lessons, with a totz
of 24 modules

AAll modules available 24/7
AT hereis aPre / PosftTest for each module

Ancludes a short video that covers the
entire survey process



TRIAGENCY COORDINATION



Interagency Coordination

A CMS, along with CDC and the FdAneda tri-
agency response team to keep each agency
Informed of potential issues involving CLIA
laboratories

A Develop process where by each agency informs the
other of potential issues so that response can be
proactive rather than reactive.

A Allows CLIA to determine the immediate need for
sending surveyors into the laboratory .



